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510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR §807.92.

The assigned 5 10(k) number is: ______

1. Submitter:

Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, I-li-tech Industrial Park, Nanshan, Shenzhen,
518057, P. R. China

Trel: +86 755 8188 5334
Fax: ±86 755 2658 2680

Contact Person:
Tan Zhifeng
Shenzhen Mindrav Bio-medical Electronics Co.. LTD
Mindray Building, Keji 12th Road South. Hli-tech Industrial Park.
Nanshan, Shenzhen, 5 18057, P. R. China

Date Prepared: Nov 22, 2Q13

2. Device Name: DCZN3 DC-N3S Diagnostic Ultrasound System

Classification
Regulatory Class: 11
Review Category: Tier 11
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (IYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (11A)

3. Device Description:

DC-N3/DC-N35 Diagnostic Ultrasound System is a general purpose, mobile, software
controlled, ultrasound diagnostic system. Its function is to acquire and display ultrasound
images in B-Mode. M-Mode. PW-Mode, CW-Mode, Color-Mode, Color M-Mode, Free
Xros M-Mode, Free Xros CM, Power/Dirpower Mode, TDI Mode, 3D/4D Mode,
iScape Mode or the combined mode (i.e. B/M-Mode). This system is a Track 3 device
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that employs an array of probes that include linear array, convex array and phased array
with a frequency range of approximately 2.5 MHz to 10.0 MHz.

4. Intended Use:

The DC-N3/DC-N3S Diagnostic Ultrasound System is applicable for adult, pregnant
woman, pediatric and neonate. It is intended for use in fetal, abdominal, pediatric, small
organ(breast, thyroid, testes.), cephalic (neonatal and adult), trans-rectal, trans-vaginal,
musculo-skeletal (conventional and superficial), cardiac (adult and pediatric), peripheral
vascular and urology exams.

5. Summary of Modifications and Newly Added Features

This submission device is a modification to DC-N3/DC-N3S Diagnostic Ultrasound
System previously cleared in K 123503.
The following is a brief overview of the modifications and newly added features.
Detailed information is found in 006_-Device Description of this submission, while
section 009_Comparison to Legally Marketed Device includes a discussion of
substantial equivalence with the predicate device(s).
* Newly added transducers

CBI10-4
P7-3
LI 4-6N
71-5
L7-3
CW5s

* Newly added needle-guided brackets
NGB-020

" Newly added software options
Smart NT
Smart Bladder

* Other software modifications
Add iScape in Power mode
Add Smart AC

" Newly added calculation formulas
Trace
Spline

All of the above modifications and newly added features have been compared with the
predicate devices. The results show that these modifications and newly added features are
substantially equivalent to the predicate devices.
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6. Comparison with Predicate Devices:

DC-N3/DC-N3S Diagnostic Ultrasound System is comparable with and substantially
equivalent to thes e predicate devices:

Predicate Mauatrr Mdl510(k)
Device MauatrrMdlNumber

DC-N3/DC-N3S
IMindray (Main predicate K 123503

____________ _____________ device) ________

2 Mindray DC-7 K 103583
3 Mindray DC-T6 K 120699

4 GE Voluson E8 K101236
DC-N3/DC-N35 Diagnostic Ultrasound System employs the same technology as the
predicate devices. All systems transmit ultrasonic energy into patients, then perform post
processing of received echoes to generate onscreen display of anatomic structures and
fluid flow within the body. All systems allow for specialized measurements of structures
and flow, and calculations, The subject device also has the same intended uses and basic
operating modes as the predicate devices.

7. Non-clinical Tests:

DC-N3/DC-N3S Diagnostic Ultrasound System has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection effectiveness as well as thermal, electrical and
mechanical safety, and has been found to conform with applicable medical safety standards.
Non-clinical tests relied on in this premarket notification submission for a determination of
substantial equivalence include testing showing compliance with the following standards:
" AAMI/ANSI ES60601-l: Medical electrical equipment - Part 1: General

requirements for basic safety and essential performance
* lEG 60601-1-2: Medical electrical equipment - Part 1-2: General requirements for

basic safety and essential performance - Collateral standard: Electromagnetic
compatibility - Requirements and tests

* IEC 60601-2-37: Medical electrical equipment - Part 2-37: Particular requirements
for the basic safety and essential performance of ultrasonic medical diagnostic and
monitoring equipment

* IEC 62304: Medical device software - Software life cycle processes
* lEG 62366: Medical devices - Application of usability engineering to medical

devices
* 1S014971: Medical devices - Application of risk management to medical devices
* UD 2: Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment

Revision 3
* UD 3: Standard for Real Time Display of Thermal and Mechanical Acoustic Output
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Indices on Diagnostic Ultrasound Equipment
U ISO 10993-1: Biological evaluation of medical devices -- Part 1: Evaluation and

testing within a risk management process

8. Clinical Tests:

Not Applicable.

Conclusion:

Intended uses and other key features are consistent with traditional clinical practices,
FDA guidelines and established methods of patient examination. The design,
development and quality process of the manufacturer confirms with 2 1 CFR 820, ISO
9001 and ISO 13485 quality systems. The device conforms to applicable medical device
safety standards. Therefore, the DC-N3/DC-N3S Diagnostic Ultrasound System is
substantially equivalent with respect to safely and effectiveness to devices currently
cleared for market.
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DEPARTMENT OF HEALTH &i HUMAN SERVICES Public Health Servce

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - WO66-G609
Silver Spring, MD 20993-0002

February 19, 2014

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 25t1h Street NW
BUFFALO MN 55313

Re: K140030
Trade/Device Name: DC-N3/DC-N35 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed dloppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX
Dated: February 4, 2014
Received: February 5, 2014

Dear Mr. Job:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration. Please note: CDRA does not evaluate information related to contract liability

warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for

use with the DC-N3/DC-N3S Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

3C5A 6C2 VIO0-4
VIO-4F 7L4A L,12-4
L 14-6 2P2 D6-2
D6-2A 6CV 1 7L,5
L7-3 L 14-6N P7-3
CBIO-4 CW5s



Page 2-Mr. Mark Job

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (2 1 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820): and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041'or (301) 796-7100 or at its Internet address
hittp://wwkNw.fdai~ov/M~edical Devicc/ReSOiircesfoi-Yotu/liduStiv,/defatilt.htin. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://www.fda.gzov/M~edicalDevices/Safetv/RcportaProbleill/dCfaLlit.htm for the ClDKH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
littp://NNww".fdai.izov/MedicalIDevices/ReSOuircesforYoLu/Iridlstrv,/diefatt.ll

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



51 0(k) Number (if known)
K 140030

Device Name
The DC-N3/ DC-N3S Diagnostic Ultrasound System

Indications for Use (Describe)
The DC-N3,DC-N3S Diagnostic Ultrasound System is applicable for adult, pregnant woman, pediatric and neonate. It is intended for
use in fetal, abdominal, pediatric, small organ(breast, thyroid, testes.), cephalic (neonatal and adult), trans-rectal, trans-vaginal,
musculo-skeletal (conventional and superficial), cardiac (adult and pediatric), peripheral vascular and urology exams.

Type of Use (Select one or both, as applicable)

R Prescription Use (Part 21 CFR 801 Subpart D) LIOver-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)
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This section applies only to requirements of the Paperwork Reduction Act of 1995.
*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

"An agency may not conduct or sponsor and a person is not required to respond to, a collection of
information unless it displays a currently va/id 0MB number"

Page 2 of 20 2-2
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

Diagnostic Ultrasound Indications For Use Format
System: OC-N3/DC-N35 Diagnostic Ultrasound System

Transducer: N/A

5 10(k) Number: K(140030

Intended Use: Diagnostie ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode ol'Operatton

General (Track Ipcfc(rcI&3)B M PDC Color Amplttude Combined Ote(sciy

I Only) Spcfc(rc )B M PDCD Doppler Doppler (specify) Othe (spcify

Ophthalmic Ophthalmic ______________

Fetal P P P P P P Note 1, 2.3. 4.6.7

Abdominal P P P P P Ps P Note 1, 2, 3,4,5,6,7
Intra-Operative (Specify-)

lnlrat-operative (Neuro)

Laparoscopie

pediatric Ps P P P P P P Note 1, 2,4,5,6,7

Small Organ (Specify--) Ps P P P P P Note 1,2, 4,67

Fetal Im~agig & NeonatalCephalic P P p p p p P Note 1, 2, 4,5,6,7

Other Adult Cephalic P P IP IP P P P Note 1, 2,4.5,6,7

Trans-rectal P P Ps P P P Note 1, 2, 4,6,7

Trans-vaginal P P P P P P Note 1, 2, 4,6,7

T rans-urethral
Trans-esoph. (non-Card.)

Mmutlo-skeletal (Conventional) P P P P P P P ,Note 1, 2, 4,637

Musculo-skeletal (Superficial) P P P Ps P P Note 1, 2,.4.6.7

Intravascular __________

Cardiac Adult P P P P P P P Note 1, 2,4,5.6.7-

Cardiac Pediatric P Ps P P P Ps P Note 1, 2,4,5.6,7
Cardiac Intravascular (Cardiac)

Traws-esoph. (Cardiac) P P P Ps P P P? Note 1,.2,4,5.6

fintra-cardiac ______________

Peripheral Peripheral vessel P P P P P P P INote I1 21 416,7

vessel Other (Spcify-* P P P ____ P P P NoeI24,

N~new indication; P=previously cleared by FDA-f(K 23503, KI 03583): Eadded tinder Appendix E

Additional conmments: Combined nsodcs--B+M, PW+B. Color + B. Power>I B, PW -Color+ B, Power tPW +B.

*Introperative includes abdominal. thoracic, and vascular.

**Small organ-breast, thyroid, testes.

'**Other use includes Urology.

Note 1: Tissue IHannionic Imaging.

Note 2: Smart3D
Note 3: 4D(Real-time 3D)

Note 4: iScape

Note 5: TDt

Note 6: Color M

Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (CIR)
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Miodray Co., Lid.- DC-N3IDC-N3S Diagnostic Ultrasound System

System: DC-N3/DC-N3S Diagnostic Ultrasound System

Transducer: 3CSA
510(k) Number: K 140030

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General (Track Spcfc(rc )B M PDCD Color Amplttude Combined Ote(sei'

I Only) Seii TakI&3 W W Doppler Dopple"tsciy Oher (spcify)

Ophthalmic Ophthalmic ________

Fetal P P P P P P Note 1,2, 4,6,7

Abdominal P P P P P P Note 1, 2, 4,6,7

Intr-operative (Specify-)

Intra-operative (Neuro)

Laparoscopic

Pediatric P P P P P P Note 1, 2, 4,6,7

Small Organ (Specify'')

Fetal Imaging & Neonatal Cephalic P P P P P P Note 1, 2,4A67

Other Adult Cephalic,

Trans-rectal
Trans-vaginal

rans-urethral

Trans-esoph. (non-Card.)

MUSCitlo-skeletal (Conventional) P P P P P P Note .2, 4,6,7

Mssctlo-skeletal (Superficial)

fIntravascular
Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Tans-esoph. (Cardiac)

Peripheral Piperalvse P P P P Note 1, 2 4,6,7
vessel Onthr(pcaify ' - _________

N~new indication: P=previously cleared by FD-A-(K123503): EaeduerApntF

Additional comments: Combined modes-B+M, PW+B. Color+B. Power+-B. PW+Colori-B. Power +PW +B.
-lntraoperative includes abdominal, thoracic, and vascular.

*Small organ-breast, thyroid, testes.
..'Other us includes Urology.

Note 1: Tissue Harmonic Imaging.

Note 2: Smart3D
Note 3: 4D(Real-time 3D)
Note 4: iScape
NoteS5: TDI
Note 6: Color M
Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (O1R)
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System: DC-N3IDC-N3S Diagnostic Ultrasound System

Transducer: 6C2

5 10(k) Number: Kt40030

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _________

General (Track Spcfc(rc )B M PDC D Color Amplitude Combined Other (specify)
I Only) Seii(TakI&3B M PW CIJDoppler Doppler (specify)

Ophthalmic Ophthalmic ____ _________

Fetal

Abomnal P P P P P P Note 1, 2, 4,63

Intra-operative (Specify-)

Intra-operalive (Ncuro)

Laparoscopic

Pediatric P P P P P P Note 1, 2, 4A67

Small Organ (Specify--)

Fetal imaging & Neonatal Cephalic P P P P P P Note 1,2,4.6,7

Other Adult Cephalic P P P P p p Note 1,2,4,6,7

Trans-rectal __________

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.) _____________

Musculo-skacletal (Conventional) P P P P P P Note 1, 2A46,7

Musculo-skeletal (Superficial) P P P P P P Note 1,.2,4,6,7

fintravascular _________

Cardiac Adult P P P P P P Note 1, 2,4,6,7

Cardiac Pediatric P P P P P P Note 1, 2, 4,637

Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac __________

Peripheral Peripheral vessel P P P P P P Note ,...

vessel OtEr (Specify..________

NWncw indicationt P~previously cleared by FDA-(K(123503): E-added under Appendix E

Additional comments; Combined modes.-B4M. PW4-B. Color+ B. Power+B. PW .4Color,1B. Power4-PW+B.

lIntraop erative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

-**Other use includes Urology.

Note 1: Tissue Harmonic Imaging.

Note 2: Smart3D

Note 3: 4D(ReaI-time 3D)

Note 4: iScape

NoteS5: TDI

Note 6: Color M
Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW TIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co.. Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System: DC-N3/DC-NIS Diagnostic Ultrasound System

Transducer: VIO0-4

5 10(k) Number: K140030)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General (Track Spcfc(rc )B M PDC D Color Amplitude Combined Other (specify)
I Only) Doppler Doppler (specify) ________

Ophthalmic Ophthalmic ____ ___ ________

Fetal P P P P P P Note1, 2, 4,6,7

Abdominal

Intra-operative (Specify-)

Inira-oiperative (Neuro)

Laparoscopie

Pediatric

Small Organ (Specify'*)

Fetal Imaging & NeonatalCephalic

Other Adult Cephalic

Trans-rectal P P P P P P Note 1. 2. 4,6,7

Trans-vaginal P P P P P P Note 1, 2. 4.6,7

Trans-urethral

Trans-esops. (non-Card.)

!Musuo-klea (!!Conventioal)

Musculo-skelta (Superficial)

lIntravascular

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascitlar (Cardiac)
Trans-esoph. (Cardiac)

Intra-cardlic

Peripheral Peripheral vessel
vessel Other (Speciy') P P P P P P Note 1, 2, 4,6.7

N~new indication: Ppreviously cleared by FDA-(K123503): E-added under Appenidix E

Additional comments: Combined modes--B+M, PW+B. Color+B, Power+B. PW+Color+- B Power4-PW+B.
inranoerative includes abdominal, thor-acie, and vascular.

-- Small organ-breast, thyroid, testes.
*** Other use includes Urology+

Note I: Tissue Hanmonic Imaging.

Note 2: Somar3D
Note 3: 4D(Real-time 3D)
Note 4: iScape
NoteS5: TDI
Note 6: Color M
Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRH, Office oflIn Vitro Diagnostics and Radiological Health (01R)
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Mindray Co.. Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System: DC-N3/DC-N35 Diagnostic Ultrasound System

Transducer: VI104B

5 1 0(k) Number: K< 140030

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General (Track Spcfc(rc )B M PDC D Color Amplitude Combined Other (specify)
I Only) ____________ Doppler Doppler (specify)

Ophthalmic Ophthalmic ___ ________

Fetal P P P P P P Pole 1. 2.4.6.7

Abdominal
Intra-operative (Specify')
Intra-operative (Neuro)
Laparoscopic
Pediatric

Small Organ (Specify**)
Fetal Imaging & Noatal Cephalic
Other Adult Cephalic

Trans-rectal P P P P P P Note 1, 2, 4,6,7

Trans-vaginal P P P p P P -Note 1, 2, 4,6,7

Trans-urethral-
Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional) __

Misculo-skeletal (Superficial)
Intravascular _________

Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)
Trans-esoph. (Cardiac)

Intra -cardiac.

Peripheral [Peripheral vcssel
vessel O0thcr (Specify*). P P PP P P Notc 1, 2, 4,6,7

Nnew indication: Ppreviously cleared by FDA-(K 123503): Eadded under Appendix E
Additional comments: Combined modes--B+M. PW+B. Color 4-B, Power+ B- PW4Color+ B. Power-4PW +B.

*lntraoperativc includes abdominal, thoracic, and vascular,

Small organ-breast. thyroid. testes.
SOtlhcr usc includes Urology.

Note I: Tissue Harmonic Imaging.

Note 2: Smart3D

Note 3: 4D(Real-time 3D)
Note 4: iScapic

Notc 5: TDI

Note 6: Color M

Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRII, Office of In Vitro Diagnostics and Radiological Health (01k)
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Mindray Co.. Ltd.- DC-N3/D)C-N3S Diagnostic Ultrasound System

System: DC-N3fDC-N3S Diagnostic Ultrasound System

Transducer: 7L4A

5 10(k) Number: K 140030

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application - - - - Mode of Operatio n _________

General (Track Spcfc(rc )B M PDC D Color Atmplitude Combined Other (specify)
I Only') SIfi (Tac II )B M W W Doppler Doppler (specify) ________

Ophthalmic O0phthalmic 11 _____

Fetal
Abdominal P P p p P P Note 1,2, 4,6.7

Intra-operativc (Specify*)

Intra-operative (Neuro)
La pa rose opi
Pediatric P P P P P P Note 1,.2. 4,637

Small Organ Speciy'*) P P P P P P Note 1,2, 4.6.7

Fetal Imaging & Neonatal Cephalic P P P P P P Note 1,2, 4,637

Other Adult Cephsalic
Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Card.)
M -usculo-skeletal (Conventional) P P P P P P Note 1,2. 4.637

Musculo-skeletol (Superficial) P P P P P P Note 1,2, 4,63

Intravascular
Cardiac Adult
Cardiac Pediatric

Cardiac Intraascular (Cardiac
Tasesoph. (Cardiac

lIntra-cardiac

Peripheral Peripheral vesel P P P P P P Note I1.2, 4,6.7
vessel OhrSpcify'.) _________

N=newindlicationi P=previously cleared by FDA-(K123503) EadduneApnixI

Additional comnments: Combined modes--B+M. PW+B. Color+ B. Power+ B. PW 4Color+ B, Power PW -4B.

lInsraoperative includes abdominal, thoracic, and vascular.

*Small organ-breast. thyroid. testes.
...Other use includes urology.

Note 1: Tissue Harmnonic Imnaging.
Note 2: Smat3fl
Note 3: 4D(Real-time 3D)

Note 4: iScape

NoteS5: TDI

Note 6: Color M

Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW TItS LNE-CONTINUE ON ANOTHER PAGE NEEDED)

Concturrence of CDRII, Office of In Vitro Diagnostics and Radiological Hecalth (OIR)
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System: DC.N3/DC-N3S Diagnostic Ultrasound System

Transducer: L12-4

5 1 0(k) Number: K 140030
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General (Track Spcfc(rc )a M PDC D Color Amplitude Combined Other (speci fy)
I Only) Spcfc(rc )B M PDCD Doppler Doppler (specify) ________

Ophthalmic Ophthalmic ________

Fetal

Abdominal P P P P P P Note 1,.2, 4,6.7

tntra-operative (Specify*)

lnlra-oiperalive (,Neuro)

Laparoscoptc

Pediatric P P P P P P Note 1,2. 4,6.7

Small Organ (Specify- ) P P P P P P Note 1,2. 4.6.7
Fetal Imaging & Neonatal Cephalic P P, PFP P P Note 1,2, 4,6.7
Other Adult Ccphalic.

Trans-rectal

Trans-vaginal

Trans-urehal

Trans-esoph. (non-Card.) __

Musculo-skcletal (Conventional) P P P P P, P Note 1,2,4.6.7
Musculo-skecletal (Superficial) P P P P P, P Note 1,2,4,6,7
Intravascular

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-csoph. (Cardiac)

Banracardiac

Peripheral erpea eslP P P P P Note L,2, 4,6,7 1
vessel Othe ISece'I

N-new indication; Ppreviously cleared by FDA-(Kt3 ) Edded tinder Appendix F

Additional comnts Combined modes-B+M. PW+B. Color+ B. oc+B PW 4Color4-B. Power+PW+B.
lntaopcralivc includcs abdominal. thoracic, and vascularT.

**Small organ-breast, thyroid, testes.

''' Other use includes Urology.

Note 1: Tissue Harmonic Imaging.

Note2: Sarft3D

Note 3: 4D(Rcal-timlc 3D)

Note 4: iScape

Note 5: TDI

Note 6: Color Md

Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CORN, Office of In Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System: DC-N3/DC-N3S Diagnostic Ultrasound System
Transducer: Ll14-6
510(k) Number: K140030
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode ot'Opcration _________

General (Track Spcfc(rc )B M PColor Amplitude Combined Ote(sciy
I Only) Spcfc(rc )8 N WD CWD Doppler Doppler (specify) ______________

Ophthalmic Ophthalmic ________ ________

Fetal
Abdominal P P P P P P Note 1,2. 4.6.7

Innra-operative (Specify*)

Intra-operative (Neuro)
Laparoscopic
Pediatric P P P P P P Note 1.2. 4,6.7

Small Organ (Specify* ) P P P P P P Note 1,2. 4.6,7

Fctal Iniaging & Nconatal Cephalic P P P P P P Note 1,2.,4.6.7

Other Adult Cephalic
Trans-rectal __________

Trans-vaginal
Trans-urethral

Trans~esoph. (non-Card.)

Musculo-skeletal (Conventional) P P P P P P Note 1,2,4,6,7

IMusculo-skeletal (Superficial) P P P P P P Note 1,2, 4,6,7

lIntravascular

Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular (Cardiac)

Trana-esoph. (Cardiac)

Intra-cardiac:

Peripheral Perdiheral vessel P P PP P P Note 1,2, 4,637

vessel ~~ Ote (Specify ..) I________

Nnew indication: P=previously cleared by FDA-(K 123503); Eadded under Appendix E
Additional comments: Combined modes-B+M, PW+B, Color + B . Power + B, PW +Color+ B, Power-i PW +B.

lntraoperalive includes abdominal, thoracic, and vascular.
**Small organ-breast, thyroid, testes.
* Othcr use includes Urology.
Note I+ Tissue Harmonic Imaging.
Note 2: Smars3D

Note 3: 4D(ReaI-time 3D)

Note 4: iScape

NoteS: TDl

Note 6: Color M

Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BEL.OW THIS LTNE-CONTINIJE ON ANOTHER PAGE NEEDED)

Concurrence of CORH. Office of In Vitro Diagnostics and Radiological Health (O111)
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Mindray Co.. Ltd.- D C-N3fDC-N3S Diagnostic Ultrasound Syslem

System: DC-N3fDC-N3S Diagnostic Ultrasound System

Transducer: 2P2

510(k) Number: K140030
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

ClinicalApplication Mode of Operation ________

General (Track Specific (Track 1 & 3) B M PWD CWD Color Amplttude Combined Other (specif.y)
IOnly) ____________ Doppler Doppler (specify) _______

Ophthalmic Ophthalmic _________

Fetal

Abdominal P P P P P P P Note 1.2,4,5,6,7

Intra-operative (Specify-)

Inta-operative (Neuro)

Laparoscopi c

Pediatric P P P P P P P Note 1, 2,4,5.6.7

Small Organ (Specify**) __

Fetal Inmaging & Neonatal Cephalic P P P P P P P Note 1,2. 4.637
Other AutCephalic P P P P P P P Note 1. 2,45.637

Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.) __

Mtisculo-skeletal (Conventional) __

iusculo-skeletal (Superficial) I I I

lIntravascular

Cardiac Adult P P P P P P P Note 1, 2,4,5,6,7

Cardiac Pediatric P P P P P P P Note 1,.2,4,5,6,7

Cardiac Intravascular (Cardiac)

T rans-esoph. (Cardiac)

In Ira-c ardiac

Peripheral Peripheral vessel
vessel Other (Specify~' ... ____ I_____________

N=new indication: Ppreviously cleared by FDA-(K 123503): Eadded under Appendtx E

Additional comments: Combined modes--B+M. PW+B. Color +B. Power +B. PW +Color+ B, Power +PW +B.
'Intrauperative includes abdominal. thoracic. and vascular.

**Small organ-breast, thyroid. testes,

*..*Other use includes Urology.

Note 1: Tissue Harmonic Imaging.

Note 2: Smart3D

Note 3: 4D(Real-time 3D)

Note 4: iScape

Note 5: TDI

Note 6: Color M

Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTFHER PAGE NEEDED)

Concurrence of CDRII, Office of In Vitro Diagnostics and Radiological Hlealtha (OIR)

Page 11 of 20 2-11



Mindray Co.. Lid.- DC-N3IDC-N3S Diagnostic Ultrasound System

System: DC-N3IDC-N35 Diagnostic Ultrasound System
Transducer: D6-2
5 10(k) Number: Kl40030
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the humain body as follows:

Clinical Application Mode of Operation ________

General (Track Specific (Track I & 3) B M PW W Color Amplitude Combined Other (specify)
I Only) __________________Donner. Dormler (specify) ________

Ophthalmic Ophthalmic ________

Fetal P P P P P P Notel,2, 3.4,6
Abdominal P P P P P P Notcl,2. 3,4.6
lIntr-operative (Specify-)

Intra-operauive (Neurn)

Laparoscopi .c
Pediatric
Small Organ (Spccify )

Fetal Imaging & Noatal Cephalie
Other Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)
Intravascular
Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)
Intra-eardiac

Peripheral Peripheral vessel
vessel Other (Specify..._________

Nncw indication; P=previously cleared by FDA-(K123503); EWadded under Appendix E
Additional comiments: Combinedmnodes-B4-M, PWA-B. Color 4B. Power-IB. PW +Color4 B, Power - PW 4B.

*lntraoperativc includes abdominal, thoracic, and vascular.
'*Small organ-breast, thyroid, testes.

*41Other use includes Urology.

Note I: Tissue Hlarmonic imaging.

Note 2: Smart3D

Note 3: 4D(Real-timoc 3D)

Note 4: iScape

Note 5: TDl

Note 6: Color M

Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CERN, Office of In Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co., Lid.- DC-N3/DC-N35 Diagnostic Ultrasound System

System: DC-N3/DC-N35 Diagnostic Ultrasound System

Transducer: D6-2A

5 1 0(k) Number: K 140030

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Generat (Track Speci fic (Track I & 3) B 1$PDCD Color Amplitude Combined Other (specify)
I Only) M P________________ Doppler Doppler (specify)

Ophthalmic Ophthalmic

Fetal P P P P P P NoteL, 3. 4,6
Abdominal P P P P P P fNotel2. 3.4,6
fintra-operative (Specif-
Itrro-operative (Neuro)
Laparoscopi c
Pediatric

Small Organ (Speiy")
Fetal Imtaging & Noatal Ceplialic
Other Adult Cephalic

Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Card.)

Mucuoskea (Conentinal)
Muscuo-.ecea! (Superfici al)
Itravascular
Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)
Trans-esoph. (Cardiac)

Intra-cardiac
Peripheral Peripheral vessel
vessel Other (Specify.._________

Nnew indication; PNpreviouslyciearedby FDA-(K123503): E-added under Appendix E

Additional comments: Combined modes--B+M, PW+B, Color4-B, Powcr+ B, PW+Color+ B, PowcrA-PW+B.

-intaoperative includes abdominal, thoracic, and vascular.

-Small organ-breast, thyroid, testes.

..**Other use includes Urology.

Note 1: Tissue Hanrmonic Imaging.

Note 2: Smart3D

Note 3: 4D(Real-lime 3D)

Note 4: iScape

Note 5: TDI

Note 6: Color M

Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONT[NUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRII. Office of In Vitro Diagnostics and Radiological Health (Ol1R)
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Mindray Co.. Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System: DC-N3IDC-N35 Diagnostic Ultrasound System

Transducer: 6CVI

5 10(k) Number: K140030

mnended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General (Track Spcfc(Track I & 3) B M PW CWD Color Amplitude Combined Other(specify)
I Only) SpcfcDoppler Doppler (specify) ________

Ophthalmic Ophthalmic

Fetal P P P P P P Notel .2. 4.6,7

Abdominal
Intra-operative (Specify-)
fintra-operative tNeuro)
Laparoscopic
Pediatric
Small Organ (Specify'")

Fetal Imaging & Neonatal Cephalic
Other Adult Cephalic

Trais-rctal P P P P P P Notel.2.4.6.7

Trans-vaginal P P P P P P Notel.2. 4.6.7

Trans-urethral

frans-esoph. (non-Card.)
Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)
Itravascular

Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)
Inir-cardiac

Peripheral Pcriphcralvessel
vessel 2' Ote (Seiy) P P P P P P Note 1', 4,6,7

N~ncw indication: Ppreviously cleared by FDA-7123503); E added under Appendix E
Additional comments: Combined modes--B+M. PW+B. Color+ B, Power'-B. PW +Color+ B. Power+ PW +B.

*lntraoperative includes abdominal. thoracic, and vascular,
--Small organ-breast, thyroid, testes.

'*Other use includes Urology.
Note I: Tissue Harmonic Imaging+
Note 2: Sman3D
Note 3: 4D(Rcal-iimc 3D)
Note 4: iScope

Note 5: TDI

Note 6: Colo N1

Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRLI, Office of In Vitro Diagnostics and Radiological Health (OiR)
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Mindray Co.. Lid.- DC-N3/DC-N35 Diagnostic Ultrasound System

System: DC-N3/DC-N3S Diagnsostic Ultrasound System

Transducer: 7L_5

510(k) Number: K140030

Intended Use: Diagnostic Ultrasound lunging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Gcca TakSpecific (Track I & 3) B M PWD CWD coo mltd obnd Other (specify)
I Only) Doppler Doppler (specify) ________

Ophthalmic Ophthalmic

Fetal

Abdominal P P P P P P Note 1,2, 4,6,7

I ntra-operativc (Specifly-)

Intra-operative (Neura)

Laparoscopte.c

Pediatric P p p p p p Note L2, 4,6.7

Small Organ (Specify") P p p p p p Note 1,2, 4,6,7

Fetal Imaging & Neonatal Cephalic p p p p p p Note .,2, 4.6.7

Other Adult Cephalic

Trans-reclal

Trans-vaginat

Tnrs-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional) P P P P P P Note 1.2, 4,6.7

Musculo-skelctal (Superficial) p p p p p p Notc L,2. 4.6.7

Intravascular

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

lntra-cardiac

Peripheral Peripheral vessel P P P P P P Note L,2, 4,6,7

vessel Other (Specify ...) I_________

N~new indication; Ppreviously cleardby FDA-(K103583): Eaddcd under Appendix E

Additional comments: Combined modcs-B4-M. PW+B. Color+ B, Powcr+ B. PWAColor4 B. Power + PW +B.

lIntraoperative includes abdominal, thoracic, and vascular

*Small organ-breast, thyroid, testes,

.. Other use includes Urology.

Note I: Tissue Harmonic Imaging..

Note 2: Smart3D

Note 3: 40(Real-timc 3D)

Note 4: iScapc

Note 5: TDI

Note 6: Color M

Note?7: Biopsy Guidance

(PLEASE DO NOT WRITE BEtLOW THIS LINE-CONTFINUE ON ANOTH ER PAGE NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co.. Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System: DC-N3/DC-N3S Diagnostic Ultrasound System

Transducer: [7-3

5 10(k) Number: K140030

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _________

GeneriTal pecific (rcI&3)B M PDC Color Amplitude Combined Other (specifty)
I Only) Spcfc(rc )B M PDCD Doppler Doppler (speci fy) ______

Ophthalmic Ophthalmic
Fetal
Abdominal P P P P P Ps Note L, 4.6.7

micau-operative (Specify-)

n-operative (Neoro)
Laparoseopi.c

Pediatric - P P P P P P Note L,2. 4.637

Small Organ (Specify') P P P P P P Note L,2, 4A67

Fet Imaging & Neonatal Cephalic P P P P P P Note 1.2. 4,6,7

Other AutCephalic

Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional) P P P P P P Note L,4,6,7

Musculo-skeletal (Superficial) P P P P P P Note L,2, 4.6.7

Intravascular

Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

[Intra-cardiau

Peripheral jPeripheral vcesel P P P P P P Note L,2, 4,6,7

vessel Other (S ciy) _____ __________

N-new indication: P=previously cleared by FDA-(K 103583); Esadded tinder Appendix E

Additional comments: Combined modes-B+M, PW+B, Color + B - Power + B. PW 4-Colnr4 B,- Power 4PW +B.

*Intraoperaiive includes abdominal, thoraeic, and %ascular
taSmall organ-breast, thyroid, testes,
'..'Other use includes Urology.

Note 1: Tissue Harmonic Imaging..

Note 2: Smart3D

Note 3: 40(Real-titie 3D)

Note 4: iScape
Note 5: TDI

Note 6: Color M
Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co.. Ltd.- DC-N3[DC-N3S Diagnostic Ultrasound System

System: DC-N3IDC-N35 Diagnostic Ultrasound System

Transducer: Lt14-6N

5 10(k) Number: K140030

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as fotlows:

Clinical Application Mode of Operation ________

General (Tr-c cfc(Tra cI&3)B M PDC Color Amplttude Combined Other (Specify)
I Only) Spcfc(rc )B M PDCD Doppler Doppler (specify) ________

Ophthalmic Ophthalmic ______________

Fetal
Abdominal P P P P P P Note 1,2. 4.6.7
Intra-operative (Specify')
Inta-operative (Neuro)
LaparosCopie.
Pediatric P P P P P P Note 1.2. 4,6,7

Small Organ (Speciy") P P P P P P Note 1.2. 4,6,7

Fetal Imaging & Neonatal Cephalic P P P P P P Note 1,2.A46,7
Other Adult Cephalic

Trans-rectal
Trans-vaginal

Trans-uhal
Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional) P P P P p p Note 1.2. 4,6,7

Mstscto-skeletal (Superficial) P P P p P P Note 1,2. 4,6.7

InnravaSettlar
Cardiac Adult

Cardiac Pediatric
Cardia Intravascular (Cardiac)

Tratts-esoph. (Cardiac)
Intra-cardiac

Peripheral Prpheral vessl P P P P P P Note L,2,4.637

ivessel Otlher (Specify) .. ________T_

N-new indication: Ppreviously cleared by FDA-(K103583): Eadded under Appendix E
Additional comments: Combined modes--B+M, PW+B, Color+B, Power+B, PW+Color+B, Power 4PW-tB.

*flntroperative includes abdominal, thoracic, and vascular
**Small organ-breast, thyroid, testes.
... Other use includes Urology.
Note I: Tissue Harmonic Imaging.
Note 2: Smart3D
Note 3:4D(Real-time 3D)
Note 4: iScope
Note 5: TDI
Note 6: Color M
Note 7: BiopsyGutidane

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (QIR)
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System: DC-N3IDC-N35 Diagnostic Ultrasound System

Transducer: P7-3

5 10(k) Number: K140030

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General (Track Spcfc(rc )B M PDC D Color Amplttudc Combined Other (specify)
I Only) Spcfc(rc )B M PDCD Doppler Doppler (specify) ________

Ophthalmic Ophthalmic _____________

Fetal
Abdominal P P P P P P P Note 1, 2.4,5.6

lntra-opcrativc (Specify')
Intrat-operative (Neuro)
Laparoscopic

Pediatric P P P P P P P Note 1, 2.4,5,6

Small Organ (Specify")

Fetal Imaging & Neonatal Cephalic P P P P P P P Note 1, 2,4,5.6

Other Adult Cephalic P P P P P P P Note 1. 2,4,5.6
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

1M usuos e a (Conventional) P P P P P P P Note 1. 2,4,5,6

Mucuo-ske' lcul (Superficial)

Ifntravascular
Cardiac Adult P P P P P P P Note 1,2,4,5,6

Cardiac Pediatric P P P P P P P Note 1, 2,4,5.6

Cardiac totravascular (Cardiac)
Trans-esoph. (Cardiac)
Intra-cardiac

Periheal Per~ipheral vefssel.
Vese OtherP (Seiy~)________

Nncw indication: P=previously cleared by FDA-(KI03583): Eaddcd under Appendix E
Additional comments: Combined modes-B+M, PW+B, Colur+ B, Power+ B, PW +Coo+ B- Power+ PW +B,

*iitraoperative includes abdominal, thoracic, and vascular

* wSmaII organ-breast, thyroid, testes.
*''Other use includes Urology.

Note 1: Tissue Harmonic Imaging..
Note 2 Smart3D
Note 3: 4D(Real-time 3D)
Note 4: iScape

Note 5: -TDI
Note 6: Color NI
Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CBRH, Office of In Vitro Diagnostics and Radiological Health (0111)

Page 18 of 20 2-18



Mindray Co., Ltd.- DC-N3IDC-N3S Diagnostic Ultrasound System

System: OC-N3/DC-N3S Diagnostic Ultrasound System

Transducer: CB 10-4

5 10(k) Number: K140030

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _________

General (Track Spcfc(rc )B M PDCD Color Amaplitude Combined Ote(scfy

I Only) Specific (Tack I & 3) M FIND CW Doppler Doppler (specify) Other__(specify)

Ophthalmic Ophthalmic _____________

Fetal

Abdominal

Intra-operative (Specify-)

Intra-operative (Neuro)

Laparoscopte

Pediatric

Small Organ (Specify**)

Fetal Imaging & Neonatal Cephalic

Other Adult Cephalic

Trans-rectal P P P P P P Note 1, 2, 4,6,7

Trans-vaginal P P P P P P Note 1, 2, 4,6,7

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Intavascular

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral Peripheral vessel

vessel Other (Spcify*'*) ________

Nnew indication: P~previously cleared by FDA-(Kl035X3): Ea.dded under Appendtx E

Additional comments: Combined modes-13B-tM. PW+B, Color + B, Power + B, PW tColor+ B, Power+ PW +B.

*Intuoperalive includes abdominal, thoracic, and vascular

**Small organ-breast, thyroid, testes,

-- *Other use includes Urology.

Note I: Tissue Harmonic Imaging..

Note 2: Smart3D

Note 3: 4D(Rcal-timc 3D)

Note 4: iScape

Note 5: TDI

Note 6: Color M

Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTFINUE ON ANOTHER PAGE NEEDED)

Concurrence of CORK. Office of In Vitro Diagnostics and Radiological Health (OHR)
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System: DC-N3IDC-N3S Diagnostic Ultrasound System

Transducer: CW~s
5 10(k) Number: K140030
Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of~peration _________

General (Track Spcfc(rc )B M PDC D Color Amplitude Combined Ote(sciy
IOnly) Spcfc(rc )B M PDCD Doppler Doppler (specifV') Other__(specify)

Ophthalmic Ophthalmic _____________

Fetal
Abdominal
lntra-operative (Specify*
Intr-operative (Neuro)

Laparoscopic
Pediatric P
Small Organ (Specify**) __ _____________

Fetal Imaging & Neonatal Cephalic

Other Adult Cephalic P ________

Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
M~usculo-skeletal (Conventional)

Mttsculo-skeletal (Superficial)

.Intravascular __________

Cardiac Adult P

Cardiac Pediatric P
Cardiac Intravascular (Cardiac)

Tranis-esoph. (Cardiac)

Intra-cardiaic _________

Peripheral Peripheral vessel
vessel Other (Specifyt .. ___ I_________

Nnew indication: Pmpreviouslv cleared by FDA-(K120699): E=addc une pedix E

Additional comments: Combined modes--84-M. PW+B. Color+ B. Power- B. PW -Coior4-B- Power-'-PW 4B.
*Intraoperalive includes% abdominal, thoracic, and vascular

-*Small organ-breast, thyroid, testes.

... *Other use includes Urology.

Note I: Tissue Harmonic Imaging.
Note 2: Smart3D

Note 3: 4D(Real-time 3D)
Note 4: iScape
Note 5: TDI

Note 6: Color M
Note 7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)
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